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A. Epyaornpiwv: labsdivision@esyd.gr YneuBuvou yia TG enageg pe To E.ZY.A.

©EMA :  Apxikn AEicAoynon kard ENAOT EN ISO 15189

EuxapioToUpe yia Tnv emoTpo®ri TOU OCUUNANPWPEVOU EVTUNoOU A-04 HE nuepounvia
19.10.2022, pe To 0Moi0 CUMPWVEITE HE TIG OIKOVOUIKEG UMOXPEDMTEIC, MOU £XOUV dIATUNWOE
OTNV €MICTOAR pag Tng 18.10.2022 kar pe To nNeplexdpevo Tou Enionuou Mediou E@appoync g
Aianioteuong (EMEA) Tou epyaaTnpiou oag,

Katoniv autav, eykpidnke n xoprynon Tou MNMiotonoinTikol AignioTeuong pe apiBud katd EAOT
EN ISO 15189 yia Tig 5pacTnpidTNTEG NoU NapatiBevTal AenTopep®S oTo avtioToixo EMEA LE
nUepopnvia 19.10.2022,

ZTnv I10TogEAIda Tou www.esyd.gr, aTnv evoTnTa Kavoviouoi kai ‘Eyypaoa, civai diaBgaipo yia
OUMNARPWON Kal eniaTpo@r oto E.ZY.A. To évruno "EkTipnon Tng Ikavonoinong Tou MeAdTn".
ZKONOG TNG CUMMARPWONG Tou evTUNou auTol, PE OTOXO TN BeATimon TV unnpecimv nou
napexel To E.ZY.A., gival va ekTipnBei n dnown Twv dianioTEUPEVGOY Epyaotnpiwv oxetika pe
TNV QVTANoKpIoN TwV UNNPESIOV UTOV WG NPOG TIG ANAITACEIC KAl TIC NpoodoKIeg TOuG.

Zag yvwpigoupe €EAAAOU OTI oUVIOTATAl OTA BIGMNIOTEUPEVA EPYACTRPI VA XPNOIMONoIoUY Tov
EBviké AoyoTuno Aianioteuong (EAA) yia Tnv anddeiEn TnG avayvapiong TNG IKAVOTNTAC TOUC
and TpiTo PEPOG, TNpolVTEG Ouwg Tov Kavoviopud yia Tn xprion Tou EBvikou AoyoTUnou
Mianiorevong (EZYA EAA). Emonpaiveral, i8ik6Tepa, 6T To EAA npénel va akoAouBeital and
Tov apiBpd Tou MicTonoiNTikoU AlanioTEUONG Kai Tn SIEUKPIVION TOU OUYKEKPIUEVOU nediou
dlanioTeuong, 6Nwg avaypageTal aTto £yypapo EZYA EAA.
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EOviké Xvotnpae Avenicteveng

YD

MIZTOMOIHTIKO AIAMIETEYIHZ
Ap. 1317

To Ebviké Zdommpa Awmiotevong (E.ZY.A.), ©g o0 appodiog eOvikog popéug,
ooppova pe 7o Nopo 3066/2002 kar to Nopo 4109/2013

AIAIIIETEYEI

TO
Ko Epyaotpio
™mg
STARTBIO MOLECULAR DIAGNOSTICS AND BIOTECHNOLOGY
SERVICES
TAIQTIKO ATATNQETIKO EPTAXTHPIO MONOITPOZQITH I.K.E

0¢ wkavd, ovupove pe Tig anatijoelg tov [pordmov EAOT EN ISO 15189:2012, va extehei
doripéc, 6mwg kabopilovrar oto cvvnupéve Erienpo IMedio Egappoyic, To omoio givar duvotd va
Tpomonoleitol pe amo@daoeig Tov E.ZY.A.

To mopév IhotomomTtiké woybver péypr v 18.10.2026 vad tov dpo TNng ouveyoig
SUUPOPPWETG TOV SlamoTEVPIEVOY PopEa Tpog T0 aveoTépw TIpdtumroe kon ta Kpritiipa tov E.XY.A,

AOiva, 19.10.2022

To EXY.A. &per vroypdper my Zoppwvio Auoifoioc Avayvapene the Eupwraicis Luvepyooioc yia ty Awamiotevon
(EA) i tic dpaatypiotyres mov KaAOTTOVTOL QT TO TOPGY TIGTOTOMTIKG,

ESYD is a signatory of the European co-operation for Accreditation (EA) Multilateral Agreement for the activities
covered by this certificate




Hellenic Accreditation System

ACCREDITATION CERTIFICATE
No. 1317

The Hellenic Accreditation System (ESYD), as the national accreditation body of Greece in
accordance with the Laws 3066/2002 and 4109/2013,

ACCREDITS

the

Clinical Laboratory
of
STARTBIO MOLECULAR DIAGNOSTICS AND BIOTECHNOLOGY SERVICES
IAIQTIKO AIAI'NQETIKO EPTAXTHPIO MONOITPOXQIIH LK.E

in Athens

under the terms of the ELOT EN ISO 15189:2012 Standard, to carry out tests, as specified in the
attached Scope of the Acereditation, which may be revised by ESYD.
This Certificate is valid until 18.10.2026 provided that the accredi
above Standard and the ESYD Criteria. ‘;0,1“

= _will comply with the
MA d,r_{;’ o~
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3
Athens, 19.10.2022 :..

ESYD is a signatory of the European co-operation for Accreditation (EA) Multilateral Agreement for the activities
covered by this certificate.




EOviko Xdotnpo Awmiotevong

MNapaptnua G1/1 Tou MoTotroinTikoU Ap. 1317

EINIXHMO IIEAIO E@APMOI'HX ¢ AIAIIIETEYXZHZ

oL

Khwwot Epyactpiov

Tng

STARTBIO MOLECULAR DIAGNOSTICS AND
BIOTECHNOLOGY SERVICES IAIQTIKO AIAI'NQXTIKO
EPT'AXTHPIO MONOIIPOXQIIH I.LK.E

Yhkd Tomor dokipdv / Metpodueveg 1didtnteg Eopappolopeveg pébodor/
/Mpoibvto XPNGLUOTOIOVUEVES TEXVIKES
vrofoAlopeva
og dowpn

Avocoympikég Aokipég

1. Opég aipatog

IMocotikds apoodiopionds e edikng

cOUPmVE PE TOV 1GXDOVTH KOTAAOYO TNG
ThermoFischer Scientific

avocooeaipivng IgE yio édeyyo aAdepyoyovev

ImmunoCAP Specific IgE, PHADIA
100*, PHADIA 250*

Kotdaloyog MeBodwv EEgtdoemv
Alhepyoyévov E.530-1 /"Exdoon 1/ 20-
04-2022

2. Opég aipatog

[TocoTikdg TPocdIOPIoOS TG TPUTTAGTI OPOD

ImmunoCAP Tpurtdon opod, PHADIA
100*, PHADIA 250*

Katdhoyog Mebodwv Efetdosmy
AMXkepyroyévov E.530-1 /"Exdoon 1/ 20-
04-2022

Mopuaxkr] Mucpopioioyia

Teh 1 amd 2

[Mapéprnpa G1/1 tov Motoromtikov EXYA Ap.1317

19.10.2022




1. Agtypora

oV TEPOL
(pvopopuyyiko
EMLYPIGUQL)

Aviyxvevon RNA 1ov 100 SARS-CoV-2

MéBodog emucvpapévn SARS-CoV-2
Multiplex Real Time PCR
(morvmopayovricly RT-PCR mparypotikod
xpOVOL) Y10, TNV TOWTOYPOVY OvigvELOY
0V yovidiov N ka1t ORF1ab 1 E tov 100
SARS-CoV-2. Extéheon obugmva pe Tic
o0dnyieg Tov Kataokevaoti tov kit SARS-
CoV-2 Nucleic Acid Detection kit Zybio,
Kiva xon Vitro Master Diagnostica,
fomaviag pe ™ yprion tov Bepuikod
xvkdomowm T PCR- Biorad CFX96
(Biorad) 1 SaCycler 96 (Sacacea).

0.520-1, ékdoon 1, 01-11-2021; 0.520-2,
éxdoon 1, 01-11-2021; 0.520-3, éxdoon 1,
01-11-2021; 0.520-4, ék8oon 1, 01-11-
2021

*H avagpopd. ti¢ eumopinsic ovopadiog tov avalvri/kit ropamiue! oc auykexpiuéive avalvrio] péfodo Kot avidoye mpardroiio gpyaciac

Tomog afohdynong: Mévipes eykarasraces epyactipiov, Padinnison 23, Ahjva
E€ovciodompévol vietBuvot vroypagris: Ayyshékng Eppavouih, Taxa Zrviravi.

To IMotomomtixd AwmicTevong pe Ap. 1316, katdé EAOT EN ISO 15189:2012, woyde1 péypr tnv 18.10.2026.

Abfva, 19.10.2022

el 2 amd 2

Hapapmnpa G1/1 tov Iictoromtikot EEYA Ap.1317 19.10.2022
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Hellenic Accreditation System

Annex G1/1 to the Certificate No.1317

of the

Clinical Laboratory
of

SCOPE of ACCREDITATION

STARTBIO MOLECULAR DIAGNOSTICS AND BIOTECHNOLOGY
SERVICES JAIQTIKO ATATNQXTIKO EPTAXTHPIO

MONOITPOXQITH I.LK.E

Tested materials/ products

Types of test/ Properties to be measured

Applied Standards/ Techniques to be
used

Immunochemical testing

1. Blood Serum

'Quantitative measurement of allergen-specific

| IgE for testing allergens according to the current

\ list of ThermoFischer Scientific

E.570-1/ Version 1 / 6-7-2020
ImmunoCAP Specific I[gE, PHADIA
100*, PHADIA 250*

List of Methods
E.530-1 / version 1/ 20-04-2022

2. Blood Serum

Quantitative measurement of Tryptase

E.570-1/ Version 1/ 6-7-2020
ImmunoCAP Specific IgE, PHADIA
100*, PHADIA 250%*

List of Methods
E.530-1 / version 1/ 20-04-2022

Molecular Microbiology

Nasopharyngeal swabs

SARS-CoV-2 RNA detection method

Method SARS-CoV-2 Multiplex Real
Time PCR detecting N and ORF1ab or
E genes of SARS-CoV-2, according to
the manufacturer's instructions kit
SARS-CoV-2 Nucleic Acid Detection
kit Zybio, China and Vitro Master
Diagnostica, Spain using thermocycler
PCR- Biorad CFX96 (Biorad) or
SaCycler 96 (Sacace).

Lab protocols: 0.520-1, version 1, 01-
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Tested materials/ products

Types of test/ Properties to be measured

Applied Standards/ Techniques to
used

be

11-2021; O.520-2, version 1, 01-11-

2021; O0.520-3, version 1, 01-11-2021;

0.520-4, version 1, 01-11-2021

*Reference to the commercial name of a specific analyzer/kit, refers to a specific analytical method and protocol

Site of assessment: Laboratory permanent premises: 23 Fidippidou str., GR-115 27, Athens, Greece.
Approved signatures: Angelakis Emmanouil, Taka Styliani.

The Accreditation Certificate No. 1316, according to EAOT EN ISO 15189:2012, is valid until 18.10.2026.

Athens, 19.10.2022
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